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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 


Specification 

The disclosure is objected to because of the following informalities: Page 10 lines 
2-3 state that the retaining rod to be element 420, it is believed that the applicant meant 
to state that the retaining rod is element 424 since element 420 is the inner body wall. 

Appropriate correction is required. 


Claim Rejections - 35 (JSC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-2 & 4-13 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Rand (US Patent No. 4841970). The Rand reference discloses a device for cooling and 
thereby de-sensitizing an area, the device comprising a body 2 comprising an open end, 
an interior wall extending inwardly from the open end, the interior wall partially defining 
a reservoir that extends into the body; a cover 9 removably sealing and closing the open 
end of the body, the cover and interior wall enclosing the reservoir; a cooling medium 7 
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in the reservoir; and means for retaining 6 the cooling medium in the body when the 
cover is removed; the body, cover and cooling medium capable of being cooled to an 
application temperature substantially below room temperature; whereby removing the 
cover exposes the cooled cooling medium such that placing the open end of the body 
against the skin causes sufficient heat transfer between the cooling medium and the 
skin to materially de-sensitize the skin and wherein the device would be fully capable of 
de-sensitizing an area of human skin immediately prior to hypodermic injection due to 
it's size, shape, and ability to work in the environment. 

With respect to claims 2 & 4-5, wherein the cooling medium 7 is solid at the 
application temperature and liquid at room temperature and can comprise water or a 
water mixture, see col. 3 lines 9-12. 

With respect to claim 6, wherein the cover 9 is formed from substantially planar 
sheet material, see figures 1-3. 

With respect to claim 7, wherein the body is a single piece of plastic, col. 1 lines 
56-59, col. 2 lines 30-31, & figures 1-3. 

With respect to claim 8, wherein the open end of the body has an elongated 
shape, see figures 1-3. 

With respect to claim 9, wherein the body comprises an applicator portion at the 
open end of the body to be pressed against the skin and a handle portion defining a 
handle at the other end of the body, a substantially portion of the handle away from the 
cooling medium to enable grasping the handle without substantial heat transfer through 
the handle to the cooling medium, see figures 1-3, 


Application/Control Number: 10/777,736 Page 4 

Art Unit: 3767 

With respect to claim 10, wherein the open end of the body is sized such that it is 
fully capable of simultaneously cooling a plurality of injection sites on the skin due to it's 
size, shape, and ability to work in the environment, see figures 1-3. 

With respect to claim 1 1 , wherein the cover 9 is a first cover and the cooling 
medium incorporates a second cover 8 closing the open end of the body, the second 
cover sealingly mounted on the body and remaining on the body after the first cover is 
removed, see figures 1-3. 

With respect to claim 12, wherein the retaining means 6 comprises structure 
extending inwardly into the reservoir from the body wall and engaging the cooling 
medium, see figures 2-7 and col. 2 lines 51-60. 

With respect to claim 13, wherein the open end of the body is sized such 
that the device is fully capable of cooling an area of skin away from the injection site 
and infiltrated by medicant due to it's size, shape, and ability to work in the environment. 

Claims 1, 6, 8-10, & 13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by McGee (US Patent No. 2825339). The McGee reference discloses in figure 1 a 
device for cooling and thereby de-sensitizing an area of human skin, the device 
comprising a body (10,11) comprising an open end, an interior wall extending inwardly 
from the open end, the interior wall partially defining a reservoir that extends into the 
body; a cover 36 removably sealing and closing the open end of the body, the cover 
and interior wall enclosing the reservoir; a cooling medium (see col. 2 lines 68-70) in the 
reservoir; and means for retaining 35 the cooling medium in the body when the cover is 


Application/Control Number: 1 0/777,736 Page 5 

Art Unit: 3767 

removed; the body, cover and cooling medium capable of being cooled to an application 
temperature substantially below room temperature; whereby removing the cover 
exposes the cooled cooling medium such that placing the open end of the body against 
the skin causes sufficient heat transfer between the cooling medium and the skin to 
materially de-sensitize the skin and wherein the device would be fully capable of de- 
sensitizing the skin immediately prior to hypodermic injection due to it's size, shape, and 
ability to work in the environment, also see col. 1 lines 15-18 and col. 2 line 23 - col. 3 
line 29. 

With respect to claim 6, wherein the cover 36 is formed from substantially planar 
sheet material, see figure 1 . 

With respect to claim 8, wherein the open end of the body has an elongated 
shape, see figure 1. 

With respect to claim 9, wherein the body comprises an applicator portion seen 
as the end closer to 36 at the open end of the body to be pressed against the skin and a 
handle portion seen as then end closer to 33 with respect to element 18 defining a 
handle at the other end of the body, a substantially portion of the handle away from the 
cooling medium to enable grasping the handle without substantial heat transfer through 
the handle to the cooling medium. 

With respect to claim 10, wherein the open end of the body is sized such that the 
device is capable of simultaneously cooling a plurality of injection sites on the skin, see 
figure 1. 
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With respect to claim 13, wherein the open end of the body is sized such that the 
device is fully capable of cooling an area of skin away from the injection site and 
infiltrated by medicant due to it's size, shape, and ability to work in the environment. 


Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rand (US 

Patent No. 4841970) or McGee (US Patent No. 2825339) as applied to claim 1 . Now 

even though Rand does not explicitly disclose the cooling medium to be sterile and the 

cover to maintain the sterile environment prior to use it would be obvious to one of 

ordinary skill in the art at the time of the invention to utilize sterile materials and to 

maintain sterile procedures in a medical procedure in order to prevent infection and 

other medical complications. 

Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hommann et al (US Patent No. 6936028B2). The Hommann reference discloses a 
method of reducing pain generated by hypodermic injections in human skin, the method 
comprising the steps of applying a cooling medium against an area of skin, the 
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perimeter of the area enclosing an injection site, the cooling medium capable of cooling 
the skin sufficiently to simultaneously de-sensitize the injection site; maintaining the 
cooling medium against the area of skin for a length of time sufficient to materially de- 
sensitize the entire area of skin; and serially administering a hypodermic injection at the 
injection site while the area of skin remains. Now even though Hommann does not 
explicitly disclose to perform a plurality of injections at a plurality of injection sites it 
would be obvious to one of ordinary skill in the art at the time of the invention to perform 
a plurality of injections on the de-sensitized area of the skin in order to provide an added 
effect or delivery at a faster rate. 

Claims 15-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hommann et al (US Patent No. 6936028B2) as applied to claim 14 and further in view 
of Hecmati (US Patent No. 4469676). Now even though Hommann does not explicitly 
disclose the use of ice as the cooling medium attention is directed to Hecmati. The 
Hecmati reference teaches the use of ice to numb the skin before an injection, see col. 
4 line 47 - col. 5 line 12. Therefore, it would be obvious to one of ordinary skill in the art 
at the time of the invention to utilize ice to de-sensitize the skin prior to an injection in 
order to provide a simple and effective way of reducing pain. 

With respect to claim 16, wherein it would be obvious to one of ordinary skill in 
the art at the time of the invention to utilize sterile ice in order to prevent infection and 
other medical complications. 
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Conclusion 


Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin Huh whose telephone number is 571-272- 
8208. The examiner can normally be reached on M-F: 9:00 AM - 4:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on 571-272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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KEVIN C. SIRMONS 

SUPERVISORY PATENT EXAMINER 



